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6.0 DETERMINATION OF SAMPLE SIZE

This trial is descriptive and will only enroll subjects who previously received at least 1 dose of
NoV vaccine, have baseline and post-vaccination data, and completed the primary vaccination
trial according to protocol. Sample size was not based on formal statistical power calculations:
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Fatal and life threatening SAESs, NoV vaccine-related SAEs and important medical events
(potential immune—mediated events) and any procedure-related medical occurrences will be
reported in this trial and coded using the MedDRA.

SAEs will be summarized by each PVT and trial arm, as well as a summary for all pooled
subjects, by SOC and PT. Summaries for SAEs will include total number of events and number
of subjects reporting the event. The rate of events per 100 patient years may be summarized if
necessary. Summaries will be provided for the duration of the whole trial and may be-fy yearly
interval. Subjects will be included in the yearly interval if they complete the follow=up visit for
the previous year and if subject disposition doesn’t disqualify their exclusion; specifically, when
the discontinuation date falls in-between Year A and Year B, then the subject'will be evaluable
for Years A, B and not C, where A<B<C.

Counting SAEs and determining patient-years of follow-up for yearly-intervals is detailed as
follows:

SAEs will be counted from yearly visit to yearly visit..Fherefore, if an event happens on
the same day as a yearly visit then the event will be-assumed to happen after the visit, i.e.
the intervals are left sided closed and right sided open. Hypothetically if a subject has 350
days between visits Year 1 and Year 2, and simultaneously has an SAE on the same day
as the Year 2 visit, then that event will be counted in the Year 2 summary; the event
would never be double counted.

Patient years is determined by summing the total number of follow-up days, for each
subject, and then dividing by 365.25.

A patient’s days of follow-up will be counted from yearly visit to yearly visit.
Hypothetically if a subject-ias 350 days between their Year 1 visit and their Year 2 visit
then that subject will contribute 350 days to the calculation of the patient years.

A high-level summary will'be presented that provides total number of events and total number of
subjects, for any SAE, death, or event resulting in subject withdrawal. All SAE will also be
presented in data listing.

A separate tablefor’potential immune—mediated events of medical significance will be provided.
In addition, albAEs, including threatening SAEs, NoV vaccine-related SAEs, potential immune—
mediated events of medical significance and any procedure-related medical occurrences will be
presented in a table.

7.11.2 Clinical Laboratory Evaluations

Not applicable.

7.11.3 Vital Signs
Not applicable.
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7.11.4 12-Lead ECGs
Not applicable.

7.11.5 Other Observations Related to Safety
Not applicable.

7.12  Interim Analysis

An 1A will be performed after all subjects have provided one blood sample corresponding to at
least the first year of participation in NOR-213 and the data for that trial segment have been
sufficiently reviewed for accuracy and correctness. An interim report will bedeveloped based on
this analysis.

7.13 Changes in the Statistical Analysis Plan
Not applicable.
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